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DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-3, 5-8, 10-11, 13-21, 23, 25-31 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lally et al. 

Regarding claims 1 and 28, Lally et al discloses a reactive tinting compound and method 
of preparing a reactive tinting compound for tinted contact lens (Column 1, lines 7-1 1 and 
Column 3, lines 34-57, wherein a polymeric article and a dye are reacted to from a tint for 
contact lenses) comprising the step of: carrying out a reaction of a first compound with a second 
compound to generate a product of reactive tinting compound (Column 1, lines 7-1 1 and Column 
3, lines 34-57, wherein the first compound is a polymeric article, either a polymeric precursor or 
prepolymer and the second compound is a radiation-absorbing dye are reacted to from a reactive 
tint for contact lenses), wherein the first compound is a hydrophilic compound with pendant 
hydroxyl and unsaturated vinyl groups (Column 8, line 59-Column 9, line 61, wherein the 
prepolymer is either methacrylamide, hydroxyethyl acrylate, or n-vinylpyrrolidone, which are all 
hydrophilic compounds with pendant hydroxyl and unsaturated vinyl groups), and the second 
compound is a radiation-absorbing and water soluble dye with substituted beta- 
sulphatoethylsulphone reactive group (Column 15, lines 6-52, wherein the radiation-absorbing 
dyes are beta-sulphatoethylesulphone derivative, specifically Reactive Yellow 15, Reactive Blue 
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19 and Reactive Blue 21); and recovering the product after the reaction is complete (Column 1, 
lines 7-11 and Column 3, lines 34-57 and Figure 2, wherein the prepolymerization mixture is 
recovered and then dispensed into a lens mold). 

Regarding claim 2, Lally et al further discloses that the molar ratio of the first compound 
to the second compound is 1/1 to 5/1 (Column 13, lines 10-35). 

Regarding claim 3, Lally et al further discloses that the first compound is hydroxy 1 ethyl 
acrylate (Column 8, line 59-Column 9, line 61, wherein the prepolymer is hydroxyethyl 
acrylate). 

Regarding claim 5, Lally et al further discloses that the second compound is substituted 
beta-sulphatoethylsulphone reactive group, specifically Reactive Yellow 15, Reactive Blue 19, 
or Reactive Blue 21 (Column 15, lines 6-52, wherein the radiation-absorbing dyes are beta- 
sulphatoethylesulphone derivative, specifically Reactive Yellow 15, Reactive Blue 19 and 
Reactive Blue 21). 

Regarding claim 6, Lally et al further discloses the steps of preparing a mixture of a first 
compound, a base compound, and a polymerization inhibitor in water (Column 20, lines 3 1-54, 
Figure 2, wherein the polymer precursor functionalizer is mixed with the prepolymer, wherein 
the polymer precursor includes an inhibitor, water, and a base compound, specifically sodium 
hydroxide); mixing the second compound with the mixture of the first step (Column 20, lines 18- 
26, wherein the functionalization of the dye includes diluting Blue 19 in water), and initiating a 
synthesis reaction of the reactive tinting compound under heating (Column 21, lines 24-32, 
wherein cross linking of the dye and the prepolymer occurs due to heating). 
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Regarding claim 7, Lally et al further discloses that the molar ratio of the first compound 
to the second compound is 1/1 to 5/1 (Column 13, lines 10-35). 

Regarding claim 8, Lally et al further discloses that the first compound is hydroxy 1 ethyl 
acrylate (Column 8, line 59-Column 9, line 61, wherein the prepolymer is hydroxyethyl 
acrylate). 

Regarding claim 10, Lally et al further discloses that the base compound is an alkaline 
metal hydroxide (Column 20m, lines 31-54, wherein the base compound is sodium hydroxide, 
i.e. and alkaline metal hydroxide). 

Regarding claim 11, Lally et al further discloses that the molar ratio of the base 
compound to the second compound is 1/1 to 5/1 (Column 20, line 15-Column 21, lines 32). 

Regarding claim 13, it is inherent from Lally et al further discloses that the 
polymerization inhibitor is 0.02 to 3% of the first compound, this being reasonably based upon 
the addition of a minimal amount of the inhibitor (Column 20, line 28-Column 21, line 21,w 
herein the first compound is the purified cross linkable prepolymer which contains only 50 mg of 
the inhibitor). 

Regarding claim 14, Lally et al further discloses that the reaction is at 50 to 100 degrees 
Celsius (Column 21, lines 24-32, wherein the reaction occurs between 25-60 degrees Celsius). 

Regarding claim 15, Lally et al further discloses that the reaction is for 12-24 hours 
(Column 20, line 9-Column 21, line 32, wherein the preparation of the cross linkable polymer 
takes 20 hours). 

Regarding claim 16, Lally et al further discloses the steps of activating the second 
compound with a base compound in water (Column 20, lines 18-26, wherein the Reactive Blue 
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19 is mixed with a base compound, specifically sodium carbonate, and water); mixing the first 
compound with the resulting mixture of the previous step (Column 20, line 15-Column 21, line 
32, wherein the fiinctionalized dye is mixed with the first compound, i.e. the prepolymer); 
optionally mixing a polymerization inhibitor with the mixture of the previous step and initiating 
a synthesis reaction of the reactive tinting compound (Column 20, line 3 1 -Column 21, line 32, 
Figure 2, wherein the polymer precursor functionalizer is mixed with the prepolymer, wherein 
the polymer precursor includes an inhibitor and wherein the dye and prepolymer are mixed to 
from a reactive tinting compound). 

Regarding claim 17, Lally et al further discloses that the activating step is at 30 to 80 
degrees Celsius (Column 15, line 41 -Column 16, line 19, wherein the activation temperature is 
30-50 degrees Celsius). 

Regarding claim 18, Lally et al further disclose that the activating step is about 10-45 
minutes, which falls within the range of 0.5 to 4 hours (Column 20, lines 18-26). 

Regarding claim 19, Lally et al further discloses that the molar ratio of the first 
compound to the second compound is 1/1 to 5/1 (Column 13, lines 10-35). 

Regarding claim 20, Lally et al further discloses that the first compound is hydroxyl ethyl 
acrylate (Column 8, line 59-Column 9, line 61, wherein the prepolymer is hydroxyethyl 
aery late). 

Regarding claim 21, Lally et al further discloses that the second compound is substituted 
beta-sulphatoethylsulphone reactive group, specifically Reactive Yellow 15, Reactive Blue 19, 
or Reactive Blue 21 (Column 15, lines 6-52, wherein the radiation-absorbing dyes are beta- 
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sulphatoethylesulphone derivative, specifically Reactive Yellow 15, Reactive Blue 19 and 
Reactive Blue 21). 

Regarding claim 23, Lally et al further discloses that the molar ratio of the base 
compound to the second compound is 1/1 to 5/1 (Column 20, line 15-Column 21, lines 32). 

Regarding claim 25, it is inherent from Lally et al further discloses that the 
polymerization inhibitor is 0.02 to 3% of the first compound, this being reasonably based upon 
the addition of a minimal amount of the inhibitor (Column 20, line 28-Column 21, line 21,w 
herein the first compound is the purified cross linkable prepolymer which contains only 50 mg of 
the inhibitor). 

Regarding claim 26, Lally et al further discloses that the reaction is at room temperature 
to 50 degrees Celsius (Column 21, lines 25-32, wherein the reaction occurs between 25 to 60 
degrees Celsius). 

Regarding claim 27, Lally et al further discloses that the reaction is for 12-24 hours 
(Column 20, line 9-Column 21, line 32, wherein the preparation of the cross linkable polymer 
takes 20 hours). 

Regarding claim 29, Lally et al further discloses a tinted contact lens comprising a 
hydrophilic monomer material (Column 18, line 43-Column 20, line 14, wherein the lens is made 
from cross linking with co monomers, i.e. hydrophilic monomers), an inert diluent (Column 20, 
lines 54-63, wherein the cross linking polymer is diluted with water), an acrylic cross linker with 
multiple unsaturated vinyl groups (Column 17, line 64-Column 20, line 14, wherein the lens is 
made using an acrylic cross linker) and a reactive tinting compound prepared by the steps 
comprising (Column 1, lines 7-1 1 and Column 3, lines 34-57, wherein a polymeric article and a 
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dye are reacted to from a tint for contact lenses and Column 21, lines 35-45, wherein a tinted 
contact lens is formed): carrying out a reaction of a first compound with a second compound to 
generate a product of reactive tinting compound (Column 1, lines 7-1 1 and Column 3, lines 34- 
57, wherein the first compound is a polymeric article, either a polymeric precursor or prepolymer 
and the second compound is a radiation-absorbing dye are reacted to from a reactive tint for 
contact lenses), wherein the first compound is a hydrophilic compound with pendant hydroxyl 
and unsaturated vinyl groups (Column 8, line 59-Column 9, line 61, wherein the prepolymer is 
either methacrylamide, hydroxyethyl acrylate, or n-vinylpyrrolidone, which are all hydrophilic 
compounds with pendant hydroxyl and unsaturated vinyl groups), and the second compound is a 
radiation-absorbing and water soluble dye with substituted beta-sulphatoethylsulphone reactive 
group (Column 15, lines 6-52, wherein the radiation-absorbing dyes are beta- 
sulphatoethylesulphone derivative, specifically Reactive Yellow 15, Reactive Blue 19 and 
Reactive Blue 21); and recovering the product after the reaction is complete (Column 1, lines 7- 
1 1 and Column 3, lines 34-57 and Figure 2, wherein the prepolymerization mixture is recovered 
and then dispensed into a lens mold). 

Regarding claim 30, it is inherent from Lally et al that he reactive tinting compound be 
0.01 to 0.25 percent based on the weight of the hydrophilic monomer material, this being 
reasonably based upon the small amount of dye added to the cross linked solution (Column 21, 
lines 24-45, wherein 1 gram of dye is added to eh purified cross linked solution and therefore the 
resultant lens would have 0.01 to 0.25 percent of reactive tinting). 
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Regarding claim 31, Lally et al further discloses that he hydrophilic monomer material is 
hydroxyl ether methacrylate, methacrylic acid or n- vinyl pyrrolidone (Column 19, line 49- 
Column 20, line 8). 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 4 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lally et al 
in view of Su et al. 

Regarding claims 4 and 9, Lally et al discloses a method of making a reactive tinting 
compound as shown above, but does not specifically disclose that the second compound is 
substituted difluouro-chloropyrimidine Reactive Blue 1 14. Su et al teaches of a method of 
making a tinted contact lens (Abstract) wherein the dye used is Reactive blue 1 14 (See Table, 
Column 7) for the purpose of providing a reactive dye of any desired shade or tint with the 
necessary exoskeleton bond (Column 5, line 19-Column 6, line 40). Therefore it would have 
been obvious to one having ordinary skill in the art at the time the invention was made for the 
method of making a reactive tinting compound as disclosed above further include the second 
compound made of substituted difluouro-chloropyrimidine Reactive Blue 1 14 since Su et al 
teaches of a method of making a tinted contact lens wherein the dye used is Reactive blue 1 14for 
the purpose of providing a reactive dye of any desired shade or tint with the necessary 
exoskeleton bond. 
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Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lally et al. 

Regarding claim 22, Lally et al discloses a method of making a reactive tinting 
compound as disclosed above wherein the dye is activated with a base compound, but does not 
specifically disclose that the base compound is an alkaline metal hydroxide, ammonia, or a salt 
of an alkaline. However Lally et al teaches of a using sodium hydroxide as a base compound, 
which is combined with the second compound for the purpose of lowering the pH of the polymer 
precursor (Column 20, lines 28-53). Therefore it would have been obvious to one having 
ordinary skill in the art at the time the invention was made for the base compound added to the 
first compound be an alkaline metal hydroxide since Lally et al teaches of a using sodium 
hydroxide as a base compound which is combined with the second compound for the purpose of 
lowering the pH of the polymer precursor. 

Claims 12 and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lally et 
al in view of Bawa. 

Regarding claims 12 and 24, Lally et al discloses a method of making a reactive tinting 
compound as disclosed above, but does not specifically disclose that the polymerization inhibitor 
is hydroquinone. Bawa teaches of a tinted contact lens (Abstract) wherein hydroquinone is used 
as a polymerization inhibitor for the purpose of avoiding rapid curing or polymerization of the 
monomer (Column 3, lines 39-48). Therefore it would have been obvious to one having ordinary 
skill in the art at the time the invention was made for the method of making a reactive tinting 
compound of Lally et al to further include hydroquinone as the polymerization inhibitor since 
Bawa teaches of a tinted contact lens wherein hydroquinone is used as a polymerization inhibitor 
for the purpose of avoiding rapid curing or polymerization of the monomer. 
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Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lally et al in 
view of Baba et al 

Regarding claim 32, Lally et al discloses a tinted contact lens as disclosed above, but 
does not specifically disclose that the acrylic cross linker is ethylene glycol dimethacrylate as the 
cross linker. Baba et al teaches of a contact lens wherein ethylene glycol dimethacrylate is used 
as the cross linking agent for the purpose of obtaining a highly safer ocular lens material with 
excellent mechanical strength (Column 12, line 65-Column 13, line 9). Therefore it would have 
been obvious to one having ordinary skill in the art at the time the invention was made for the 
tinted contact lens of Lally et al to further include ethylene glycol dimethacrylate as the cross 
linker since Baba et al teaches of a contact lens wherein ethylene glycol dimethacrylate is used as 
the cross linking agent for the purpose of obtaining a highly safer ocular lens material with 
excellent mechanical strength. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Muller et al is cited because it discloses a tinted contact lens formed by cross-linking 
agents. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jessica T Stultz whose telephone number is (571) 272-2339. The 
examiner can normally be reached on M-F 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Georgia Epps can be reached on 571-272-2328. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Jessica Stultz 
Patent Examiner 
AU 2873 
August 13,2004 
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